Introduction {#Sec1}
============

Several questionnaires to measure patient reported outcome measures (PROMs) exist and have become an increasingly popular source for collecting information on patient conditions, e.g. physical symptoms, toxicities, or psychosocial problems \[[@CR1]\]. Some instruments are generic, dealing with issues such as quality of life(QoL), anxiety, depression, and pain, while others are disease-specific \[[@CR2]\]. In the past, PROMS have mainly been used in clinical trials to determine safety, efficacy and cost effectiveness of, for example, a new drug \[[@CR3], [@CR4]\]. Thus, the data collected in research settings has generally not been available to clinicians \[[@CR5]\]. In many cases, the questionnaires have been independent tools that have helped the health care system gain knowledge of, for example, patients´ symptoms and QoL on a general level. Fortunately, PROMs have also moved into the world of routine care -- probably eased by electronic data collection -- where they are integrated into the patient trajectory with the purpose of influencing treatment and care. In some circumstances, the results are provided to clinicians to improve patient care and focus on patient concerns \[[@CR4], [@CR5]\]. Little is known, however, about the value of this integration from a patient perspective or how patients experience filling out the questionnaires. Thus, it is important to explore if the patients found the questionnaire easy to complete, if it improved patient-clinician communication and/or enhanced quality of care. These are relevant issues to examine at a time when focus on patient reported experiences and attention to patient involvement and satisfaction have increased and are mandatory in many health care settings. More research is needed on the effects of PROM interventions in different settings \[[@CR6]--[@CR8]\] and to establish what realistic benefits can be gained from using PROMs in routine care \[[@CR9]\]. Using a Patient Reported Experience Measures questionnaire (PREM-questionnaire) to evaluate if a given PROM is worthwhile \[[@CR5]\], and/or to identify which PROM(s) to use \[[@CR4], [@CR10]\], may be one method to select feasible and patient-acceptable PROMs.

Since no suitable PREM-questionnaire was available in Danish, an American questionnaire entitled "Patient Feedback Form" was chosen \[[@CR4], [@CR5], [@CR11]\]. The Patient Feedback Form was selected because it evaluates the usefulness and value of a given PROM from the patient perspective. Thus, the Patient Feedback Form is relevant in situations where the health care system wishes to examine patient satisfaction with PROMs that are integrated into clinical practice. Furthermore, the Patient Feedback Form is short and, due to its generic nature, we expected it to be adaptable to a Danish setting and useful in many different areas within the health care system. To our knowledge, the form has not been translated into other languages. The questionnaire consists of 13 items (Fig. [1](#Fig1){ref-type="fig"}). Respondents evaluate their level of agreement/disagreement on a scale with four options to eliminate the neutral response \[[@CR12]\]. Two questions have a 3-point option. The Patient Feedback Form has not undergone any traditional psychometric testing in the original language.Fig. 1Patient Feedback Form: Developed by Ethan Basch: Adapted by Claire Snyder

Firstly, the aim of this study was to translate and culturally adapt the questionnaire into Danish following existing guidelines \[[@CR13], [@CR14]\] and, secondly, to carry out initial psychometric evaluation.

Materials and methods {#Sec2}
=====================

Phase 1 -- The translation and cultural adaption process {#Sec3}
--------------------------------------------------------

### Preparation and approvals {#Sec4}

An expert group was formed to oversee the translation process. The group consisted of a senior oncologist \[[@CR15]\] and a senior nurse who both had experience with translations and cross-cultural adaptions and the project manager.

Permission to translate the Patient Feedback Form was granted from the developer, Ethan Basch \[[@CR11]\], and Claire Snyder \[[@CR4], [@CR5]\], who had adapted the questionnaire. According to Danish law, approval from the ethics committee was not required, but the study was registered with the Danish Data Protection Agency.

### Forward translation and reconciliation {#Sec5}

The Patient Feedback Form was translated into Danish by two independent, experienced translators, who had Danish as their mother tongue, were fluent in English \[[@CR13]\], and had been residents in an English speaking country for more than two years. They did not have a medical background, which was acceptable because the questionnaire does not contain medical language, health care terminology, or require any particular knowledge. Focus was kept on the natural, spoken language with its cultural nuances addressing a common audience \[[@CR16]\].

Comparisons were made between the independent translations regarding ambiguity and discrepancies of words, sentences, or meaning for each item in the questionnaire in order to create a consensus version.

### Backward translation and review {#Sec6}

The Danish consensus version was back-translated by two independent bilingual translators blind to the original. The translators had English as their mother tongue but had resided in Denmark for several years. As with the forward translations, the translators were asked to take a conceptual approach due to the subjective nature of the construct (patient experience and satisfaction) \[[@CR13]\].

The two translations were then compared to the original to ensure that the translated versions reflected the same item content.

### Pre-testing/pilot testing {#Sec7}

Cognitive interviewing was performed with 7 cancer patients receiving immunotherapy for malignant melanoma and 7 healthy persons (19--86 years/6 men and 8 women). The respondents were selected to ensure an equal distribution across age and gender**.** A combination of the "think aloud" method and "probing" was applied \[[@CR14]\] to ensure that the items were easy to understand and made sense to a Danish population. Proofreading was performed and a report sent to the developer and adaptor \[[@CR13]\].

Phase 2 -- Psychometric testing {#Sec8}
-------------------------------

There are no general criteria for calculating sample size when assessing internal consistency and factor analysis. The Cosmin guideline, however, contains standards for evaluating the methodological quality of studies on measurement properties \[[@CR17]\]. According to the Cosmin checklist, a sample size of minimum 100 respondents or seven respondents times the number of items is recommended \[[@CR17]\]. A convenience sample of 102 men with prostate cancer in post-treatment control (54--73 years old) were chosen as respondents because they all had filled out the same PROM-questionnaire concerning satisfaction with treatment and care, and were available as respondents. In total, 95 (93%) accepted the invitation to respond. Not all of the patients had experienced any problems during their post-treatment control and as a consequence, they had not been in contact with a health care professional. Accordingly, they were not able to answer the items in the Patient Feedback Form which deal with this interaction.

In the original version, the Patient Feedback Form was used in connection with cancer patients \[[@CR4], [@CR5], [@CR11]\], which explains why we selected this group of patients for psychometric evaluation. The respondents were interviewed over the phone. Phone interviews were chosen to motivate respondents to answer and to facilitate conducting the survey within a short period of time. An expert on questionnaire technique was consulted to make sure that the questionnaire was adapted to the chosen survey format. Consequently, I, me and my were exchanged with you and yours during the interviews. Moreover, a guideline was designed \[[@CR18]\] to make the interaction as smooth as possible. The interviews were carried out by the same interviewer to ensure uniformity.

The structure (i.e. the number of factors) of the Patient Feedback Form was unknown, and it was not possible to make a confirmatory factor analysis because no psychometric testing of the original version had been carried out. Thus, the psychometric evaluation comprised of an exploratory factor analysis (EFA) if the Kaiser-Meyer-Olkin (KMO) measure of sampling adequacy was \> 0.6 and if the Bartlett's test of sphericity was significant (*p* \< 0.05) \[[@CR19]\]. The number of latent factors were decided by evaluating the scree plot and the number of factors with Eigenvalues \> 1. The EFA method and rotation of the factors were chosen depending on the number of factors in the initial EFA. If one factor (as expected) was extracted, the maximum likelihood extraction method without rotation was applied \[[@CR19]\]. Further, to assess internal consistency, Cronbach's Alpha (α) was evaluated. The level of α was considered: fair = 0.70--75; moderate = \> 0.75--0.80; good = \> 0.80--0.85; excellent \> 0.85--0.90 \[[@CR20]\]. Missing data was assessed by Little's Missing Completely at Random (MCAR) test \[[@CR21]\]. If participants had \> 3 missing items (aside from the five items concerning interaction with healthcare professionals), they were excluded from the analysis. In the case of missing data and a non-significant (*p* \> 0.05) MCAR test, the Expectation-Maximization (EM) technique was used to impute data \[[@CR21]\]. A significant level of 0.05 was chosen and all analyses were executed using SPSS version 23.

Results {#Sec9}
=======

Phase 1 -- The translation and cultural adaption process {#Sec10}
--------------------------------------------------------

Overall, consensus was easy to achieve and neither the translators nor the experts felt that they had to compromise. As for the forward translation, minor discrepancies such as the use of synonyms -- digital vs. electronic -- and different word order were detected. One of the translators, for example, suggested, "Completing the questionnaire improved discussions with my doctor" whereas the other suggested, "Discussions with my doctor were improved because I had completed the questionnaire." Also, the back-translated versions were close to the original. In the original version, the word "completed" was used for filling out the questionnaire whereas the two backward translators had chosen "answer" and "respond to". However, it was not possible to reach a consensus on whether or not the English loanword "feedback" should be translated into Danish. The expert group decided to leave it up to the pilot testing, resulting in the word being translated into a Danish word. Also, the respondents found two items (Fig. [1](#Fig1){ref-type="fig"}, items 7 and 10) to be almost identical. However, in order to be true to the original, nothing was changed. With regard to item 11, the semantics was changed somewhat. The phrase "Control of"´ did not sit well with the Danish patients, who did not feel it was in their power to be in control -- nor did they want to be. "That is the doctor's job," as one respondent put it. Instead of control, the Danish respondents suggested the word "involved", which they found more appropriate. The Danish version was adapted accordingly. Furthermore, the word doctor was changed to healthcare professional to broaden the scope of the questionnaire. All changes were approved by the developer.

Phase 2 - psychometric testing {#Sec11}
------------------------------

Of the 95 respondents, 56 respondents (58.9%) were not able to answer all 13 items since they had not been in contact with a healthcare professional; five of the items (Fig. [1](#Fig1){ref-type="fig"}, items 6--10) deal with this interaction. Moreover, two respondents had \> 3 items missing (when the items about interaction with a healthcare professional where not included) and, therefore, they were excluded (Table [1](#Tab1){ref-type="table"}). The MCAR test showed that data was missing completely at random (*p* = 0.307). The missing data was replaced by the EM method. The EFA was conducted as the KMO was 0.731 and Bartlett's test significant (*p* \< 0.001). Four factors had an Eigen value \> 1, but only one factor was extracted as the Scree plot had a clear "elbow", showing one factor explaining 46.1% of the variance. Three items had a factor load \< 0.4, (Table [2](#Tab2){ref-type="table"}). The internal consistency was high as Cronbach's α was 0.89. The inter-item correlations ranged widely between − 0.001-0.773, with items 2 and 5 showing the lowest correlation and items 10 and 11 the highest (Table [3](#Tab3){ref-type="table"}).Table 1Item statistics and percentage of missings per item of the Patient Feedback FormItemNMeanSDMissingCountPercent1: Time it took completing932.120.35722.12: Number of time completing921.970.34633.23: Easy to complete941.740.67111.14: Completion was useful951.690.74500.05: Easy to understand951.670.64300.06: Easier to recall symptoms and side effects382.000.8055760.07: Improved discussions with clinician371.950.7805861.18: Clinician used information for care331.850.8706265.39: Care quality improved312.260.8156467.410: Communication with clinician improved352.090.9196063.211: Made me more in control of care941.790.76011.112: Recommend to other patients931.300.48422.113: Want to continue using901.280.45055.3N, numbers; SD, Standard deviationTable 2Factor matrix and item statistics with no missings from the Patient Feedback FormItemFactorMeanSD1: Time it took completing0.3332.120.3582: Number of time completing0.1321.970.3453: Easy to complete0.3071.750.6704: Completion was useful0.5681.700.7495: Easy to understand0.5941.670.6316: Easier to recall symptoms and side effects0.5731.950.6697: Improved discussions with clinician0.9221.860.5988: Clinician used information for care0.8361.790.6279: Care quality improved0.8072.120.57610: Communication with clinician improved0.7462.010.75011: Made me more in control of care0.8581.780.76412: Recommend to other patients0.6561.320.51113: Want to continue using0.5681.290.463SD, Standard deviationTable 3Inter-item correlation matrix of the Danish version of the Patient Feedback FormItem123456789101112131: Time it took completing1.0000.3020.2680.4390.1800.1660.3020.0950.2640.1370.2950.4540.3922: Number of time completing1.0000.1690.141***−0.001***0.2230.0580.0440.1500.1160.0540.2460.3133: Easy to complete1.0000.4130.4660.1660.2290.2370.3290.0090.2100.2890.3194: Completion was useful1.0000.406−0.0240.4790.4620.7040.1030.4750.5060.5805: Easy to understand1.0000.5950.6160.4150.3980.4230.4130.3960.3086: Easier to recall symptoms and side effects1.0000.5870.4760.2500.6370.4480.4410.2157: Improved discussions with clinician1.0000.7680.7470.7280.7700.5730.5138: Clinician used information for care1.0000.7720.6510.7420.5090.3349: Care quality improved1.0000.4730.6950.4820.45410: Communication with clinician improved1.000***0.773***0.4130.25311: Made me more in control of care1.0000.5360.51012: Recommend to other patients1.0000.75013: Want to continue using1.000Bold and italic for highest and lowest correlation

Discussion {#Sec12}
==========

Overall, the translated version was equivalent to the original version with only minor changes. However, one item had to be changed due to cultural differences. The results from the psychometric testing supported a one factor-structure and showed a high internal consistency (0.89) in the final Danish version.

In the forward translation, both translators had chosen not to translate the English word "feedback" in the title. The word is a loanword in Danish and the translators believed that the word was so integrated into the Danish language that everyone would understand the meaning. The respondents disagreed on whether or not it was appropriate in the Danish version since there was a risk that older patients in particular would not understand it. Consequently, we decided to choose the Danish word "tilbagemelding" -- the best possible translation of feedback -- which was also suggested by some of the respondents. Concerning items 7 and 10, which were found to be similar, it might be argued that future respondents may find it annoying that two items are almost identical. However, there are some nuances. The word "discussions" may, for example, be more of an active exchange of opinions between patient and physician whereas "communication" may also be one-sided with the physician setting the agenda. Moreover, the importance of staying true to the original was prioritized. An inter-item correlation of 0.728 supports the argument that, despite the similarity, the items are not redundant. As for the phrase "control of", which the Danish respondents disapproved of, we decided that cultural adaption was more important than sticking to the original phrase. Due to cultural differences, it may be more natural for American patients to feel in control of treatment and care \[[@CR22]\], whereas the cognitive interviewing suggests that Danish patients prefer to be actively engaged in the process, which is also supported by the patient organization Danish Patients \[[@CR23]\]. Accordingly, the wording was changed. Similar cultural adaptions are found in other questionnaire translations \[[@CR15]\].

Far from all patient satisfaction questionnaires have undergone psychometric testing \[[@CR2]\], which is also the case for the original version of this questionnaire. However, initial psychometric testing of the translated version shows satisfactory results. The EFA reveals a one factor latent structure. As less than half of the variance (46.1%) is explained by one factor, the presence of two factors could be discussed. One factor focused on the feasibility of completing the PROM and the other focused on the clinical utility of the questionnaire in the process of health care. Internal consistency is defined as the degree of relation between items \[[@CR12]\], and the high Cronbach's α (0.89) supports the results of a one factor structure. However, the possibility of an artificially increased Cronbach's α is present as the test is sensitive to the small number of items within the scale \[[@CR24]\], as well as the imputation of data. Only a slightly higher Cronbach's α of 0.90 could be reached if items 2 or 3 were deleted, suggesting a high degree of item-interrelatedness.

It is a limitation that data had to be imputed to complete the dataset. In future research, a study sample where the respondents are able to answer all the items, including the ones dealing with contact between patient and health care professional (items 6--10), should be considered. Also, the generalizability of the results may be reduced by the fact that all the respondents were male, prostate cancer patients and limited to those between the ages of 54--73. Furthermore, it has to be taken into consideration that even though the sample size is accurate to test the EFA, a larger sample size is preferable.

Psychometric testing is often left out when a questionnaire is being used, and the fact that some initial testing has been performed is an obvious strength. Furthermore, the questionnaire may be a valuable tool to assess whether or not a given PROM-questionnaire should be implemented in the clinic or to assist clinicians in choosing which questionnaire to use in a given context. There is a need to "capture patient's experience of treatment and care as a major indicator of health service quality and treatment effectiveness" \[[@CR25]\]. Using the Patient Feedback Form may be a possibility. Moreover, future studies including PROMs can be improved by using the present PREM-instrument, which is now available in Danish, allowing researchers and clinicians to measure patient satisfaction parallel to PROMs \[[@CR4]\] and compare results nationally and internationally.

Conclusion {#Sec13}
==========

The translated, culturally adapted, and validated Danish version of the Patient Feedback Form seems to be suitable for measuring satisfaction with PROMs in this prostate cancer population. To further verify the validity of the instrument, the next step should be psychometric testing such as hypotheses testing, responsiveness, and test-retest on a larger and more diverse sample size.

EFA

:   Exploratory factor analysis

EM

:   Expectation-maximization

KMO

:   Kaiser-Meyer-Olkin

MCAR

:   Missing Completely at Random

PREM

:   Patient-reported Experience Measures

PROM

:   Patient-reported Outcome Measures

QoL

:   Quality of life
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